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DETAILED ACTION 

Applicants' arguments, filed 1/06/09, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They 
constitute the complete set presently being applied to the instant application. 

Claim Rejections - 35 USC §112- Indefiniteness 
Claims 6 and 12 stand rejected under 35 U.S.C. 112, second paragraph, as 

being indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. 

Applicants assert this rejection is moot with the cancellation of claims 6 and 12. 
Examiner notes Applicants may have filed the wrong claim set as the claims filed 

01/06/09 did not cancel claims 6 and 12. Because the claims were not properly 

cancelled, the rejection is maintained. 

Claim Rejections - 35 USC § 103 
Claims 1-12 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Heath et al (US 5,668,152) in view of Comford et al (AJP, Vol. 154, No. 1 (1999) 137- 
144). 

Applicants assert the supporting declaration is sufficient to rebut an obviousness 
rejection, given the supporting data in the declaration shows the claimed compounds 
have superior activity in prostate cancer over structurally related compounds due to the 
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dual mechanism discovered by Applicants. Additionally, Applicants suggest the 
Examiner misconstrues the evidence and does not recognize the increased 
effectiveness against specific tumor cell lines, regardless of mechanism involved. 

Examiner believes the showing is not sufficient to overcome the rejection. 

First, Applicant's compound is specifically disclosed in the prior art and 
specifically disclosed to have PKC inhibitory effect, which the secondary reference 
teaches can be used to treat androgen-independent prostate cancer. Therefore it would 
be expected that the compound would have an inhibitory effect on androgen- 
independent prostate cancer and prostate cancer generally. 

Second, compound 49 is disclosed in US 5,668,152 to have higher IC 5 o values 
for the various mechanisms than compound 52 and would therefore reasonably be 
expected to have a lower apoptotic effect than compound 52. Further, the data 
presented by Applicant includes different IC 5 o values than disclosed in US 5,668,152, 
such as PKCb.beta.1 which Applicant asserts for Example 49 of the prior art as 0.1 5uM, 
yet the prior art teaches is 0.03uM. Assuming Applicants data is correct further supports 
the assertion that the compound of Example 52 would have a much greater apoptotic 
effect than the compound of Example 49. 

Third, Applicants present data based on in vitro assays, which presents 
unpredictable data. As illustrative of the state of the art, the examiner cites Suggitt and 
Bibby, Clinical Cancer Research, 2005, Vol 1 1, 971-981 . Suggitt and Bibby teaches the 
unpredictability of treating cancer. Note however, that the current human tumor cell line 
in vitro screen is generally unpredictable. Modem methods are susceptible to false- 
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positive and false-negative results, (page 973 1 st paragraph on right-hand column). 
Difficulty in determining results leads to difficulty in testing for effectiveness of 
compounds, which leads to unpredictability in treating cancers. Thus, the data does not 
provide sufficient information with regards to treating prostate cancer in vivo given the 
unpredictable translation of the evidence to the instantly claimed method. 

Fourth, the data presented is not commensurate in scope of the claims. 
Specifically, only a single compound was tested, but the generic claims allow the R 
groups to be either H or C1-C4 alkyl. As suggested by Applicants, it is the variation of 
these groups from compound 49 of the prior art which causes suppression of the AKT 
pathway, but the data does not present evidence that the various substitutions will have 
the same effect as compound 52 of the prior art. 

Conclusion 

No claims allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Packard whose telephone number is 571-270- 
3440. The examiner can normally be reached on M-R 8-5 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Benjamin Packard/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



